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REMARKS 

Claims 1-46 and 51-67 are presented for the Examiner's review and consideration. In this 
response, claims 1, 3, 5, 9, 10, 14-15, 19, 23, 25-26, 30, 31 and 43 have been amended, claim 2 
has been canceled, and claims 63-67 have been added. Applicant believes the claim amendments 
and the accompanying remarks herein serve to clarify the present invention and are independent 
of patentability. No new matter has been added. 

35 U.S.C. §103 Rejection 
Claims 1, 4-12, 15-21, 24-25, 28-46, 51-52 and 57-61 were rejected under 35 U.S.C. § 103(a) as 
being unpatentable over Johnson et al. (U.S. Patent No. 5,683, 469) ("Johnson") in view of 
Waddell (U.S. Patent No. 6,174,3 14) ("Waddell"). Claims 2-3 were rejected under 
35 U.S.C. §103(a) as being unpatentable over Johnson in view of Waddell further in view of 
Howell (U.S. Patent No. 6,019,767) ("Howell"). Claims 22-23, 54-56 and 62 were rejected under 
35 U.S.C. § 103(a) as being unpatentable over Johnson in view of Waddell further in view of 
Wang et al. (U.S. Patent No. 6,102,850) ("Wang"). Claims 26-27 were rejected under 
35 U.S.C. §103(a) as being unpatentable over Johnson in view of Waddell, further in view of 
Gustilo (U.S. Patent No. 5,733,292) ("Gustilo"). Claim 53 was rejected under 35 U.S.C. § 103(a) 
as being unpatentable over Johnson in view of Waddell, further in view of Whitt (U.S. Patent 
No. 4,373,709) ("Whitt"). Claims 1, 4-21, 24-25, 28-46, 51-52 and 57-61 were rejected under 
35 U.S.C. § 103(a) as being unpatentable over Haines (U.S. Patent No. 5,643,272) ("Haines") in 
view of Waddell. Claims 2-3 were rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Haines in view of Waddell, further in view of Wang. Claims 22-23, 54-56 and 62 were rejected 
under 35 U.S.C. § 103(a) as being unpatentable over Haines in view of Waddell, further in view 
of Wang. Claims 26-27 were rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Haines in view of Waddell, further in view of Gustilo. Claim 53 was rejected under 
35 U.S.C. § 103(a) as being unpatentable over Haines in view of Waddell, further in view of 
Whitt. 

Initially, as noted above, claim 2 has been canceled, rendering the rejection of this claim 
moot. For reasons set forth below, Applicant respectfully submits that the remaining rejections 
should be withdrawn. 
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Johnson 

Johnson discloses placing a tibial trial prosthesis on the patient's proximal tibia, the trial 
prosthesis including a tibial trial stem that fits the patient's intramedullary canal, a tibial trial 
metallic tray or plate, and a plastic trial insert that fits the tibial tray or plate. (Abstract). The 
plastic insert includes a tibial articulating surface that can articulate with the femoral articulating 
surface. (Id). The respective articulating surfaces are placed in contact and the surgeon then 
moves the patient's knee through a full range of motion. (Id). During this movement of patient's 
knee through a full range of motion, the surgeon uses a lever that is attached to the trial tibial 
prosthesis to rotate the trial tibial prosthesis about its stem. (Id). The surgeon can try different 
rotational positions of the tibial trial prosthesis each time moving the knee through a full range of 
motion to ensure proper orientation and an accurate fit. (Id). 

Applicant respectfully submits that, at least, the following elements, cited as disclosed by 
Johnson, could not be found in the reference: 

a guide member connected to the upper portion of the leg, the upper portion being a femur; 

the guide member including a first end portion in engagement with a lateral condyle of the 
femur; 

the first end portion offset medially from a lateral edge portion of the lateral condyle; 
a second end portion in engagement with a medial condyle of the femur; 
the second end portion in engagement with a medial condyle of the femur; 
the second end portion offset laterally from a medial edge portion of the medial condyle; 
supporting the patient with the lower portion of the leg suspended from the upper portion of 
the leg; 

the lower portion remains suspended from the upper portion while the incision is made in 
the knee portion of the leg and the patella is moved to the offset position; 

completing the cut while guiding the cutting tool along the cutting surface formed during 
making of the initial cut in an end portion of at least one of the upper or lower portions of the 
leg; 

making the incision in the knee portion of the leg comprises making the incision adjacent to 
a medial edge portion of the patella; 
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making the incision in the knee portion of the leg comprises making an incision having a 
length between about seven and thirteen centimeters; 

replacing at least a portion of a single condyle with an implant; 

In addition, the cited element of sequentially passing portions of an implant through said 
incision was not found, and particularly, thereafter affixing at least two of said implant portions, 
one to the other, within the leg, in association with one side of the knee joint, as is claimed in 
claim 58. 

As stated in the rejection, Johnson does not disclose a non-everted patella. 
Waddell 

In Waddell, the patella is captured and maintained in its non-everted, anatomic position 
using a three point fixation surface of the patellar plate. The human patella is resectioned in a 
normal anatomic position during a total knee arthroplasty. (Col. 5, In. 60-62). Using an adapter 
base such as base 12 or 212, the guide 10 is mounted directly on a component of the total knee 
system, such as the femoral or tibial trial. (Col. 6, In. 28-30). Typically, the knee should be held 
in a flexed position from 0 to 90 degrees, with 60 degrees being the preferred position. (Col. 7, 
In. 49-51). 

Applicant respectfully submits that Waddell does not cure the deficiencies of Johnson with 
respect to the elements described as missing, above. 

Haines 

Haines discloses resecting a proximal tibia during a knee replacement operation. (Abstract). 
The apparatus of Haines includes an ankle clamp, an alignment rod, a fixation head, cutting 
guide clamps having cutting guide slots therein, and a milling bit. (Id). The method includes the 
steps of attaching the ankle clamp about the ankle, interconnecting the distal end of the 
alignment rod with the ankle clamp, interconnecting the fixation head with the proximal end of 
the alignment rod, partially attaching the fixation head to the proximal tibia, aligning the 
alignment rod, completely attaching the fixation head to the proximal tibia, interconnecting the 
cutting guide clamps with the alignment rod, positioning the cutting guide clamps about the 
proximal tibia, securing the cutting guide clamps to the tibia at a proper location, removing the 
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fixation head, placing the milling bit within the cutting guide slots, and cutting the proximal tibia 
with the milling bit. (Id). 

Applicant respectfully submits that Haines, as well, does not cure the deficiencies of 
Johnson with respect to the elements described as missing, above. 

Moreover, Waddell, Johnson, Howell, Wang, Gustilo, Whitt and Haynes do not disclose 
the following, at least: 

a guide member including opposite ends spaced apart by a distance which is less than a 
distance betweeen a lateral epicondyle and a medial epicondyle on a femur (claim 13); 

extending first and second parallel arms under the patella (claim 1 7); 

an implant including a plurality of layers, at least one of said layers including at least one 
material selected from the group consisting of: fetal cells, bone cells, embryonal cells, stem cells 
(claim 57); and, 

positioning a cutting tool proximal to a side surface of the distal end of the femur (claim 

61). 

Accordingly, Applicant respectfully submits that claims 1, 10, 16, 19, 21, 23, 25, 26, 30, 31 
and 43 are patentable over the cited references. As claims 3-9, 13-15, 18, 22, 24, and 28-29 
depend from Claim 1; 1 1-12 from 10; 17 from 16; 20 from 19; 27 from 26; 50, 52, 53, 54, 55, 
56, 57, 58, 59, 60, 61, 62 from 30; 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42 from 31; and 44-46 
from 43, these dependent claims necessarily include all the elements of their base claim. 
Accordingly, Applicant respectfully submits that the dependent claims are allowable over the 
cited references for the same reasons. 

In light of the foregoing, Applicant respectfully requests reconsideration and withdrawal of 
the section 103 rejections. 

New Claims 

Claims 63-67 have been added to clarify the invention. Support for the new claims may be 
found throughout the specification, and in particular: 

for claim 63 in paragraphs [0645]-[0647] and [0653], and Fig. 85; 
for claim 64 in paragraphs [0634]-[0635] and [0637], and Fig. 98; 
for claim 65 in paragraphs [0638]-[0640] and Fig's. 75-77; 
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for claim 66 in paragraphs [0535]-[0545] and Fig. 58; and 
for claim 67 in paragraphs [0325]-[0329] and Fig. 36. 

No new matter has been added. Applicant respectfully submits that the new claims are not 
disclosed, suggested or taught by the prior art, and accordingly requests allowance of same. 

Conclusion 

In the light of the foregoing remarks, this application is now in condition for allowance and 
early passage of this case to issue is respectfully requested. If any questions remain regarding 
this amendment or the application in general, a telephone call to the undersigned would be 
appreciated since this should expedite the prosecution of the application for all concerned. 

No fees are believed to be due. However, please charge any other required fee (or credit 
overpayments) to the Deposit Account of the undersigned, Account No. 503410 
(Docket No. 780-A03-012B). 

Respectfully submitted, 

/ Gary S. Winer / 

Gary S. Winer, Reg. #31,806 for 
Paul D. Bianco, Reg. # 43,500 

Customer Number: 33771 
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Miami, Florida 33180 

Tel: 305-830-2600; Fax: 305-830-2605 

e-mail: pbianco@fggbb.com 
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